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F UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

JUN 13 2013 OFFICE OF
CHEMICAL SAFETY
AND POLLUTION PREVENTION

-Mr. Brain Anson
L. Perrigo Company

515 Eastern Avenue
Allegan, MI 49010

Subject: Label Notification(s) for Pesticide Registration 98-10
Dear Mr. Anson:

The Agency is in receipt of your Application(s) for Pesticide Notification under Pesticide
Registration Notice (PRN) 98-10 dated for May 9, 2013 for:

Alternate Brand Name Family Wellness Home Lice Control Spray

The Registration Division (RD) has conducted a review of this request for applicability
Under PRN 2007-4 and finds that the label change(s) requested falls within the scope of
PRN-2007-4. The label has been date-stamped “Notification” and will be placed in our
records.

EPA Registration Number: 71-1 0.5% Permethrin Aerosol Spray

Please be reminded that 40 CFR Part 156.140(a)(4) requires that a batch code, lot number, or
other code identifying the batch of the pesticide distributed and sold be placed on non-refillable
containers. The code may appear either on the label (and can be added by non-notification/PR
Notice 98-10) or durably marked on the container itself.

If you have any questions, please contact Melody Banks on 703 305-54130r via E-mail at -
banks.melody@epa.gov.

Sincergly,

LS S

Richard Gebken ;
Product Manager

Insecticide Branch
Registration Division (7504P)
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Form Approved. OMB Ng, 2070-0080

United States
SEPA

Washington, DC 20460

Environmental Protection Agency

Registration OPP Identifier Number

Amendment
X | Other

Application for Pesticide - Section |

1. Company/Product Number
71-1-40020

2. EPA Product Manager
Mr. Richard Gebken

4, Company/Product (Name)
0.5% Permethrin aerosol spray

3. Proposed Classification
PM#

Nono D Restricted
13

5. Name and Address of Applicant finclude ZIP Code)

L. Perrigo Company
515 Eastern Avenue
Allegan, M1 49810

Check if this is & new address

6. Expedited Review. In acommﬂection 3(e)3)
{b)Mi}, my product is similar or identical in composition and labeling
to:

JUN 13 203

EPA Reg. No. !
Good Sense In-Home Bedding Spray Lice Tr

Product Name

Section - I

D Amendment - Explain below.

D Resubmigsion in response to Agency letter dated

Notification - Explain below.

D Final printed labsls in response to
Agency letter dated

D "Me Too" Application.

D Other - Explain below.

additional information)

Explanation: Use sadditional page(s) if necessery. (For section ! and Section 11.)

Notification of Alternate Brand name: Per 40 CFR 152.46 and PR Notice 98-10, this is to notify EPA of the addition of a new alternate
brand name to the brand names already under Perrigo. Labeling meets the requirements of 40 CFR 156.01. (See attachment for

Section - 1l

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
. Yes*® - Yes - Yes X__| Metal
Plastic
X
No . No No Glass
. . If "Yeos" No. per If "Yes™ No. per Paper
* Certification must Unit Packagi i i ;
~ ging wgt, container Package wgt container Other (Specify)
be submitted | pecty
3. Location of Net Contents information 4. Size(s) Retail Container 5. Location of Label Directions
5 (142 LS On Label
Label D Container 0z g) On Labeling accompanying product
6. Manner in Which Label is Affixed to Product Lithograph D Other .
Paper glusd
Stenciled

Section - IV

1. Contact Point (Complete iters directly below for identification of individusl to be contacted, if necessary, to process this ap%/:'ce:iaﬁ.l

Name Title

Brian Anson

Reg Affairs Project Mgr

Telephone No: (Ifcliide Area Code)
0269-6734375’ ¢

Ea-X-]

Certification

| certify that the statements | have made on this form and all attachments thereto are true, accurate and compiéta,

v v oL
C

3 8¢ DatecApplication
[ G 'K
< Received

| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or- ¢ ¢ ‘iStamped)
both under applicable law. ceced e
2. Signatur 3. Title frece ‘
\ (—> /(/\ Regulatory Affairs Project Manager L o
4. Typed Name 5. Date ¢ : - E
Brian Anson May 9, 2013

EPA Form 8570-1 {Rev, 8-94] Previous editions are obsolete.

White - EPA Flle Copy (original}

Yeliow - Applicant Copy



Attachment to Section Il of EPA form 8570-1

Explanation (continued)

This notification is consistent with the provisions of PR Notice 98-10 and EPA
regulations at 40 CFR 152.76 and no other changes have been made to the labeling of
the confidential statement of formula of this product. | understand that it is a violation of
18 USC Sec 1001 to willfully make any false statement to EPA. [ further understand
that if this notification is not consistent with the terms of PR Notice 98-10 and 40 CFR
152.76, this product may be in violation of FIFRA and may be subject to enforcement
action and penalties under sections 12 and 14 of FIFRA.

204
05-09-13

Tor EPA® T1-)-40010

(((((



Perrigo

May 8, 2013

Document Processing Desk (NOTIF)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
2777 S. Crystal Drive

Arlington, VA 22202

Re: Notification of Alternate Brand Name for EPA Registration Number
71-1-40020

Dear Sir or Madam:

The L. Perrigo Company (“Perrigo”) currently holds the EPA pesticide product
registration for 0.5% Permethrin Aerosol Spray (EPA Reg. No. 71-1).

Pursuant to 40 C.F.R. § 152.46 and PR Notice 98-10, please find attached
Perrigo’s notification of the alternate brand name “Family Weliness Home Lice Control
Spray” for its 0.5% Permethrin Aerosol Spray. This alternate brand name differs from
the name of any other of Perrigo’s products and meets all labeling requirements of 40
C.F.R. § 156.10.

Enclosed with this notification are forms EPA 8570-1, 8570-5 and a copy of the
labeling that will appear on the aerosol spray package. The product lot number and
EPA Establishment number are permanently printed on the bottom of the aerosol can.

Please inform Perrigo of a determination of notification acceptability by returning
the enclosed self addressed envelope. If you have any questions, please do not
hesitate to contact me directly at the address, phone number or email below.

Sincerely,

<//’-%\ [ aEaS

Brian Anson el
Regulatory Affairs Project Manager e oee
L. Perrigo Company SRRy
515 Eastern Avenue c SN
EAO West Regulatory Affairs L
Allegan, MI 49010

Ph: 269 673 1375

Email: brian.anson@perrigo.com S
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